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(b) Classification. (1) Class II (special
controls). The barium enema retention
catheter and tip with or without a bag
that is a gastrointestinal tube and ac-
cessory is exempt from the premarket
notification procedures in subpart E of
this part subject to the limitations in
§876.9.

(2) Class I (general controls) for the
dissolvable nasogastric feed tube guide
for the nasogastric tube. The class I de-
vice is exempt from the premarket no-
tification procedures in subpart E of
part 807 of this chapter subject to
§876.9.

[49 FR 573, Jan. 5, 1984, as amended at 656 FR
2317, Jan. 14, 2000; 656 FR 76932, Dec. 8, 2000]

§876.5990 Extracorporeal shock wave
lithotripter.

(a) Identification. An extracorporeal
shock wave lithotripter is a device that
focuses ultrasonic shock waves into the
body to noninvasively fragment uri-
nary calculi within the kidney or ure-
ter. The primary components of the de-
vice are a shock wave generator, high
voltage generator, control console, im-
aging/localization system, and patient
table. Prior to treatment, the urinary
stone is targeted using either an inte-
gral or stand-alone localization/imag-
ing system. Shock waves are typically
generated using electrostatic spark dis-
charge (spark gap), electromagneti-
cally repelled membranes, or piezo-
electric crystal arrays, and focused
onto the stone with either a specially
designed reflector, dish, or acoustic
lens. The shock waves are created
under water within the shock wave
generator, and are transferred to the
patient’s body using an appropriate
acoustic interface. After the stone has
been fragmented by the focused shock
waves, the fragments pass out of the
body with the patient’s urine.

(b) Classification. Class II (special
controls) (FDA guidance document:
“Guidance for the Content of Pre-
market Notifications (510(k)’s) for
Extracorporeal Shock Wave
Lithotripters Indicated for the Frag-
mentation of Kidney and Ureteral
Calculi.”)

[656 FR 48612, Aug. 9, 2000]
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PART 878—GENERAL AND PLASTIC
SURGERY DEVICES

Subpart A—General Provisions

Sec.

878.1 Scope.

878.3 Effective dates of requirement for pre-
market approval.

878.9 Limitations of exemptions from sec-
tion 510(k) of the Federal Food, Drug,
and Cosmetic Act (the act).

Subpart B—Diagnostic Devices

878.1800 Speculum and accessories.
Subpart C [Reserved]

Subpart D—Prosthetic Devices

878.3250 External facial fracture fixation ap-
pliance.

878.3300 Surgical mesh.

878.3500 Polytetrafluoroethylene with car-
bon fibers composite implant material.

878.3530 Silicone inflatable breast pros-
thesis.

878.3540 Silicone gel-filled breast prosthesis.

878.3550 Chin prosthesis.

878.3590 Ear prosthesis.

878.3610 Esophageal prosthesis.

878.3680 Nose prosthesis.

878.3720 Tracheal prosthesls.

878.3750 External prosthesis adhesive.

878.3800 External aesthetic restoration pros-
thesis.

878.3900 Inflatable extremity splint.

878.3910 Noninflatable extremity splint.

878.3925 Plastic surgery kit and accessories.

Subpart E—Surgical Devices

878.4014 Nonresorbable gauze/sponge for ex-
ternal use.

878.4018 Hydrophilic wound dressing.

878.4020 Occlusive wound dressing.

878.4022 Hydrogel wound dressing and burn
dressing.

878.4040 Surgical apparel.

878.4100 Organ bag.

878.4160 Surgical camera and accessories.

878.4200 Introduction/drainage catheter and
accessories.

878.4300 Implantable clip.

878.4320 Removable skin clip.

878.4350 Cryosurgical unit and accessories.

878.4370 Surgical drape and drape acces-
sories.

878.4380 Drape adhesive.

878.4400 Electrosurgical cutting and coagu-
lation device and accessories.

878.4440 Eye pad.

878.4450 Nonabsorbable gauze for internal
use.

878.4460

878.4470

Surgeon’s glove.
Surgeon’s gloving cream.
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